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SESSION-~E~EM~~R 4,200O 

Cynthia M. Tracy, M.D,, Acting Panel Chairperson, called the Open Session to order 

at l&O4 a.m. Executive Secretary Megan Moynahan rea the conflict of interest statement, 

noting that matters concerning Cynthia M. Tracy, M.D., Warren Laskey, M.D., ~itGheI1 Krucoff, 

M.D., and Stephen Li, Ph.D., had been considered but deemed unrelated and their full 

e allowed. Dr. Tracy asked the panel ro,duce themselves and state 

their areas of expertise. Ms. Moyaahan read appointments to temporary voting status for 

Cynthia M. ‘hazy, M.D., Salim Aziz, M.D., Warren Laskey, M.D., Tony Simmons, M.D., 

~it~hgl~ Krucoff, MD., Michael Domanski, M.D., and Stephen Li, Ph.D. and an appointment to 

serve as acting chairperson for Dr. Tracy. 

QPEN PUBLIC HEARING 

ernadette Low of Guidant Corporation stated that idant had reviewed the petition 

to dow~Glassi~ percutaneous transluminal coronary angioplasty (PTCA) catheters from class III 

to class II and was o posed on the grounds that reclassification would Iead to an erosion of 

validation study standards, insuf~Gient controls, and ultimately a reduction in product 

She noted that these produces are still classified as high risk in Europe, Canada, and Japan, and 

that because PTCA catheter systems are used as the delivery vehicle for stents, changing the 

~~assi~~atio~ may have an impact on stem delivery system design, testing, and quality. 
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~eG~ass~~Gatio~ would also delay the timeline for catheters having to meet FDA guidelines on 

would require less stringent evidence establishing safety of refurbished devices, 

Panel Executive Secretary Megan Maynahan noted that two letters had been submitted 

o the FDA regarding the proposed reclassification and were available both in the panel pack and 

as part of the official record. She summarized a letter from Boston ScientBlc, which agreed that 

s~~dard PTCA catheters are well established in the medical Gomm~nity and that there is 

s~~~ie~t clinical evidence to support do~classi~cation of the devices. Xt stated that 

do~~~~s~~Gat~o~ should apply to standard PTCA catheters only and agreed with the proposed 

device des~r~ptio~~ making minor rnod~~Gat~ons to the identi~ed health risks. The letter also 

rovided additional comments on the guidance documents. he second letter, from 

oration, agreed with the proposed reclassification but ~eeomme~ded that a 

de~~ition of balfoon PTCA catheter should be developed to differentiate it from other 

catheter devices, Xt identified additional health risks and suggested addressing potential damage 

to stents by balloon catheters, as well as reGomme~ding development of detailed labeling and 

revised guidelines. 

Chris Sloan, Branch Chief of the Inte~ent~~~~~ Cardiobgy Devices Branch (‘FDA) 

gave the branch update. He noted that on June 19,2000, the panel had recommended the Cordis 

Cb~~kmate device as approvable subject to Gond~tio~s of modified labeling, modi~~ations to 

proposed p~ys~~~a~ training programs, and collection of five-year follow-up data. On November 

3, ~~~~, the FDA approved the Checkmate device. Mr. Sloan also reported that at its September 
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1,2~~~ meeting, the panel had recommended the Novoste Corporation’s Beta-Cath 

intravascular bra~h~herapy device as approvable subject to conditions of additional labeling, 

modi~~ations to training programs, five-year follow-up data, and a prospective postapproval 

study at new clinical sites. On November 3,2000, the FDA approved the Beta-Cath device. 

FDA ~ntr~d~ct~~ Remarks 

Lynette Gabrie’E, FDA reviewer summarized the regulatory history of PTCA catheters, 

noting that these devices are now class II1 devices subject to the premarket approval application 

(PMA) regulator process and that 20 original PMAs and 820 PMA supplements have been 

approved since the first PMA was received in 1979. The petition under discussion seeks 

downG~assi~~ation of PTCA catheters to class II devices subject to special controls. She read the 

proposed device description and indication for use, noting that reclassification applies only to the 

devices for the approved indication for use, not to the entire product code. Stent 

delivery catheters, for example, are not within the described parameters of the category for 

proposed downGlassi~Gation. Ms. Gabriel listed types of adverse events listed for the device ih 

the ~a~~faGturers and Users Device Event (MAUDE) Database, saying that from July 1996 

through October 2000 there have been more than 3,000 reports. Comments the FDA has received 

regarding the downGlassi~cation petition have included the two letters su~arized above, which 

agree with the proposal but stress that re~lassi~~ation should apply only to “standard” PTCA 

catheters and express concern about use of PTCA catheters to treat in-stent restenosis. Both 

recommend revision of the FDA guidance document. 



Spmssr Presentation 

Cass Pinkerton, M.D., of Nasser, Smith, & Pinkerton Cardiokqgy, reviewed the 

history of a~gioplas~, the evolution of the PTCA balloon catheter, and the labeling information 

by the physician. e outlined the history of cardiac catheterization from its inception in 

described the types of PTCA balloon catheter. Some 200 catheters have been approved 

from a wide range of companies. Different materials such as nylon and PTE have been used to 

deal with different levels of lesions; clinicians need labeling information on balloon length, 

d~arn~ter~ catheter length, lumen diameter, compfiance, and burst pressure. Dr. Pinkerton 

Go~G~uded that PTGA catheters are a mature technology, although materials may continue to 

rove. Risks are known, although the incidence of each risk may vary due to many clinical and 

a~g~ograph~~ factors, and ~nterventionalists need specific labeling information to minimize the 

potential for risks. 

Neal Fearmt, Ph.D., president of MED Institute, Inc., discussed reasons for the 

reGlassi~~atio~ petition, saying that one reason his company chose to sponsor the petition for 

~e~lassi~cation was to free FDA resources to concentrate on other novel areas. He listed potential 

benefits to the procedure and read three indications for the PTCA device, noting that more than 

4~~~~~~ PTCAs are used in the United States per year and more than 1 million PTCAs 

wor~dw~de~ He stated that there is a good understanding of e device and its use in interventional 

procedures, citing a number of studies on long-term results. 



Dr. Fearnot said that special controls to address the risks of a standard PTCA catheter 

include guidance oouments, labeling, design validation testing, and postmarket surveillance. Dr. 

Fearnot listed the guidances that exist now and the labeling format defined in them for potential 

adverse events, test~ng/performanGe data, physical testing for balloon catheters, and animal 

studies. He outlined design controls and regulations that must be performed and certified and the 

ostm~ket reporting required on adverse events. Dr. Fearnot listed the causes and precautions 

agonist potential risks associated with the device and discussed practice of medicine techniques 

and special controls that can be used to address these risks. He concluded that the ris 

balloon catheter usage are known, although balloon material is continuing to improve, that the 

evolution of the practice of medicine, pharmaceutical usage, and the adjunctive devices present a 

minimal likelihood of new major risks for PTCA, and that special controls have been ~denti~ed 

to address and minimize the potential risks. 

Lynette Gabriel of the FDA read the FDA questions for panel discussion. 

Open Committee Dis4xwion 

~~t~~ell Krucaff, M.D., gave the first panel review, He said that he saw this area as 

involving anything but a well-understood rocedure. He expressed doubt that balloon catheters 

are such a stable platform that they should be reclassified and asked specificafly about design 

elements not covered under guidance such as tip contour, shafi, and so on. Sponsors replied that 

although balloon materials are changing, the clinica situation in treating a~~osGo~i~ plaque is 

not, and that manufacturers could address problems of new design elements through design 
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controls. Dr. ~ucoff undermined his concern about new risks invofving ~on~gurations of new 

materials, saying th this moviag platform presents the pass bifity of new risks. 

Michael Domanski, MJL5 gave the second panel review, stating that he supported 

ow~~~ass~~Gation arrd thought that there was substantial advantage to reducing regulatory 

rdens in areas such as this. He thought the process concerns were well addressed but asked 

whether new manufacturers would still need to perform clinical and animal studies as welf as 

bench. testing to obtain market approval. Dr. Domanski expressed concern that Iess experienced 

rn~~fa~t~ers must not be ailowed to enter the market with esser products. Mr. Dillard of the 

FDA clarified that the standard after downG~ass~~~at~on would be equivalent safety and efficacy 

to the current product, which would predominantly require bench testing. Dr. Domanski also 

suggested revisions to the de~~ition of PTCA catheters and the list of possible risks to health 

contained in the guidance documents and noted the need for ongoing revisions of those 

guidances as the technology evolves. With those modi~cations, he sup or-ted do~Glassi~~atio~. 

Other comments from panel members included whether reG~assi~cat~on should apply to 

alloun catheters used with new devices for new therapy indications, whether re~~ass~~~atio~ 

to unnecessa~ angioplast~es, whether reG~ass~~~ation would lead to less ~~ovat~un in 

man~faGturing, the need for revisions to the health risks sections and device descriptions in the 

petition and to the guidance documents, and the need for more careful wording in technical 

as ~~higb-density polymer.” The Consumer Representative, Mr, Robert 

Dacey, stressed the primacy of patient safety concerns. 



Final Sponsor Comments 

The sponsors of the petition had no additional remarks. 

Panel Dislcussion of FDA Questions 

The panel revised the reposed classification description to read: 

“PTCA catheters comprise a~giographiG systems that operate on the principle of hydraulic 

pressurization applied trough an in atable bajloon atta&ed to the distal end. This includes on 

the wire and over the wire applications, including rapid exchange devices. A PTCA balloon 

catheter has a single or double lumen shaft with a balloon near the distal tip. The catheter 

ically features a bahoun of appropriate compliance for the clinical app~i~atiun constructed 

from a polymer. The balloon is designed to un~formfy expand to a specified diameter and length 

at a specific pressure as labeled, with we&characterized rates of inflation and deflation and welf- 

charaGte~~zed burst pressure. The device generally features a radiograpbi~ marker to facilitate 

~uoros~opiG visualization of the balloon during use.” 

The pane1 revised the list of identified health risks as follows: 

Acute vessel closure 
Coronas artery dissection, perforation, rupture 
Acute Mr ~u~stable angina was deleted) 
Coronary artery spasm 
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Arrh~~ias 
~rnb~~i~ati~n or fragmentation of thrombotic or atherosclerotic or stent material 

Stroke 
Reactictn to contrast agent 
Renaf failure 
Failed procedure 
~~agu~~pathy 
Aneu~sm formation in the corcrnary atiery 
J3XWXlOSiS 

Emergency bypass surgery 
Death 
Balloon rupture 

The panel added the following: 
Air ernb~~i~at~~n 
~~f~~ti~n 
Emergency surgery for vascular access site ~~rn~li~at~~ns~ retr~p~r~t~nea~ bleeding, gu~de~~r~ 
eurnp~~~at~~ns~ impending MI 
Other component device failure 

The panel revised the list of proposed special controls to read: 

updated guidance documents 
updated device labeling 
Better p~stmark~t s rveillarxx capability to ensure there is no harm to patients 
Specific prutocol fur each bench test 
Combination testing such as burst strain testing after d~~at~~~ 

There were no requests to address the panel, 
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General Device Classification Questionnaire 

The panel filled out the questionnaire for PTCA catheters as a life sus~i~ing or life- 

supposing device of substantial importance in preventing impairment of human health. There 

was disagreement Over whether the device presented a potential umeas~nable risk of illness or 

injury, with the majurity voting that it did not. The majority felt that there was sufficient 

i~furmat~~n to est lish certain special controIs to provide such assurance. The specific special 

contrcJs were the subject of much panel discussion, with the majority voting for some form of 

p~stmarket surveil~~~e to be hammered out by the FDA, guidance documents updated with 

testing sp~c~~cati~~s, and revised fabeling. The panel agreed that the device should be subject to 

restricted availab~l~~ by prescription only, with sne member also arguing for restricting the 

device to use onfy by persons with specific training or experience in its use. 

ementaf Data Sheet, the panef described PTCA catheters as intended for 

balloon dilatation of a hem~dynami~al~y signifir;ant coronary artery or bypass grail stenosis in 

patients evidencing csrsnary ischemia for the purpose of improving my~card~a~ perfusive and for 

restoring coronary flow in patients with ST-segment elevation myocardial infarction. There was 

anel discussion about the third proposed indication for use, balloon dilatation of a stent after 

~mplantat~~~, but it was deleted because the panel felt it could be applied to in-stem restenosis, 

on which there were insufficient da&. The panel recommended that the guidance d~~urne~t 

should be updated to address the issue of tacking up in-stent placements. The panel identified 

the risks to health presented by the device as discussed in questi~~ 2 abuve, with special controls 
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as discussed above. The peel voted to recommend classification to class II with medium priority 

;on the basis of presentations given, the day’s discussions, and references presented by the 

petitioners- 

On behalf of the FDA, Jim Ridlard thanked the panel and petitioners for their time and 

careful review. Acting Chairpersan Dr. Tracy adjourne the Open Session fur the day at 4:30 

p.m. 

OPEN SE~~lUN-RECEM~E~ 5,2000 

Acting PaneX Chair Dr, Tracy called the meeting to order at 8:07 a.m. Exewtive 

Secretary Megan M~y~aha~ read the conflict of interest statement, noting that waivers had 

been granted to Drs. Tracy, Aziz, Krucoff: and Laskey far their past or unrelated interests in 

matters i~v~Iving a rm potentially affected by the day’s deliberations. She read ap~~intrn~~ts to 

ternp~~a~ voting status for Drs. Tracy, Aziz, Laskey, Simmons, cuff, Domanski, ;;znd Tracy, 

and an appointment for Dr. Tracy as Acting Panel Chair. Dr. Tracy asked panel members to 

introduce themselves. 

en BubIic Hearing 

There were na requests to address the panel. 

P~EMENT P980051JSl FOR M~~~~~~~C’~ MODEL 7250 JEWL AF 

Sponsor Presentation 
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Marshall Stanton, M.D., of Medtronic described Model 7250 Jewel AT; device and 

Model 9464 Patient activator, noting that the device was approved in the ventricular 

ta~hya~h~~ias/atrial tachya~h~hmias (VT/AT) population in June 2000. The device includes 

features intended for treatment and prevention of atria1 ta~hya~h~hmias and includes a patient 

activator and a de~brillat~r lead. We read the proposed indication for use, which was to provide 

pacing, cardioversion, asld de~brillati~~ for treatment of atients with symptomatic, drug 

~~fra~t~~ atria1 tat a~h~hmias or lift-threatening ventricular ta~hya~h~hmias, saying that 

d~vi~~~based therapy is part of an overall treatment strategy for symptomatic and drug refractory 

patients, those who need more control of their therapy, and those with frequent hospital visits for 

~ardiQv~rsi~~s. 

Michael GoId M.D., Ph.D., of the University ;of Mary and, gave the clinical study 

results. The study was intended to demonstrate the safety and efficacy of the Model 7250 Jewel 

AF in patients suffering from symptomatic, drug refractory atria1 tachy~rh~hmias without 

v~~tri~uIar ICI3 indications. It was a multi-center, prospective follow-up study for safety and 

efficacy of treatme therapies with a randomized crossover study fur evaluation of 

therapies. Dr. Gold listed the study inclusion and exclusion criteria for the 144 implanted 

subjects and the follow-up data, as well as patient characteristics. Primary o ectives far safety 

objectives were to estimate the relative risk of complications for the model 7250 compared to the 

72 19 D model and for efficacy to estimate the efficacy of atria1 ta~hyarrh~hmias te~i~ati~n 

therapies of the model 7250. The primary safety endpoint was complication-free survival, with 



the secondary objective being survivaf from all-cause mortality, as shown by a mu~tivariate Cox 

pr~p~~i~nal hazards regression model adjusted for differences in baseline patient characteristics 

in the ma populations. 

Dr. Guld showed that the safety primary endpoint was met and that a ~~rnpar~sQn af 

~~rnpliGat~~n free-survival at six months showed no statistically significant different between the 

two models reporte ~urn~l~~at~~ns are consistent with previous device studies. Of these 

syste~pr~~edure related complications, the greatest were lead disl~dgem~nts. Dr. Gold 

e de~~~ti~n of efficacy success/failure of terminatio therapy and showed that the 

device met its efficacy objective at 9 f % efficacy for atria1 ~~hyarrh~~~as terminatiun therapies 

repriate confidence bounds. The data showed a 98.8% positive rgdictive value far 

detection of atria1 tachy~rb~~ias~ although prevention therapies on 75 patients pradueed no 

sign~~~ant difference in the frequency of episodes, The study found no incidence of atrial shock 

induced ventricular ta~hyarrh~~~as or ventricular ~br~~lat~~n, although a small ~r~~~~i~~ had 

spontaneous a~prQpr~ately detected ventricular episodes. 

Second ectives and additional analyses showed that the vast majority of patients 

received only one atrid shack per episode and that the efficacy of atrial shock therapy for atrial 

~br~llat~~n was very high. Efficacy of patient-activated shacks was also very high, Dr. Gold 

data on pacing efficacy and data on impact on quality of life that showed an increase in 

quality of life over time, with most areas significantly improving. The frequency and severity of 

symptoms also significantly decreased over the course of the study and out tc, six months. The 
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mmtality data showed good survival rates. Dr. Gold afso presented data on the use of the 9464 

patient activator, showing that patients consistently used the patient activator over time, and on 

the 6937A lead patient experience, 

David Schwartzman, M.D., presented clinical vignettes from his own practice to show 

that the device when used with antithetic drugs provides relief of disability. Two patients 

also addressed the issue ~fpatient-commanded shock. The first, Jane Jones, had had the device 

for 13 months and stated that she found the device easy to o crate, that it was preferable to 

eardi~vers~~n, and t at it allowed her greater independence and freedom. Donald Carbon had 

the device implanted 14 months ago and stated that he felt the device aflowed him freedom from 

b~spital stays and ability to go anywhere, 

FDA Presentation 

Ibris Terry, lead reviewer, acknowledged the members of the FDA review team. She 

explained the function of the device, which is tu detect and treat episodes of atria1 and ventri~ul~ 

ta~hyarr~~~rnias and bradycardia by delivering de~bri~lat~~n, card~~versi~n~ a~tita~ya~h~hmi~ 

pacing, or brady~ardia pacing. Atria1 arrhythmias are detected by the model as either AF OT AT 

by rn~n~t~~ng the cycle fengths and regularity of the atria1 intervafs. She noted this device is the 

first of its kind in the AF p~~u~ati~n. The system components are the pulse generator Modei 

‘7250, the Made1 9465 patient assistant, the model 6937 A lead, and other ~~rnrner~~a~ly available 

leads. 



Ms. Terry read the indications for use and noted that sponsors had already described the 

study design. She described the p~puIati~n of 146 patients, 97% of whom had a primary 

indication af AT/AT; only and most of whom were NYHA class I or class II, with a mean ejection 

fraction of 5 1.1%. Data analysis looked at time to first system-related complication, results 

compared to the Model 7219Q and episode treatment effectiveness, using a generalized 

estimating equation. Ms. Terry listed type and definition of adverse events and summarized them 

as system-related or nonsystem-related. She presented c~m~licatiun-frog survival rates based on 

Kaplan-~eier estimates at three and six months and survival data at three and six months, and 

she noted that there were eight deaths during the study. Episode treatment eff~~tiv~~ess for atria1 

a~hya~h~~ias fell within the required range and confidence buunds. Effect of prevention 

therapies on frequency of atria1 tachy~h~hmias, however, found no statistically signi~cant 

difference in frequency of reduction in a randomized crossover assignment. 

Ms. Terry nuted that the model 9464 patient activator is a handheld device that is a 

downsized modef of the model 9465 patient assistant. 71% of patients were programmed with 

serf-activated shucks, which showed an effectiveness rate of 89.1 %. There were 27 total adverse 

events related to the patient activator. The Model 693TA SVC/CS Lead was implanted in 114 

patients, with the lead parameters stable through three months. There were four lead~related 

adverse events. Ms. Terry then read the panel questions. 

Open Committee Discussion 



Tony W. Simmons, M,D., was the lead panel discussant. He stated that he had a num 

af pmblems with the proposal. One invofved the number af adverse events and the number of 

serious ~~rn~li~ati~ns involving n~n~im~lant~d patients, lead dislodgements, and infections. He, 

asked whether a 15% ~~rnpli~ati~~ rate is realistic for patients who do not have a lif~~thr~atening 

disease but must urrdergo multiple operations for these adverse everr’ls. I3r. Simmons contended 

that the ~is~b~~~~t ration was still too high given the reoperati~~ rate and was unsure that the 

device would be applied to that selected group who can make it work. 

Dr. Simmons noted that the atria1 lead dislodgement rate was sig~i~~antly higher than ila 

urted fiterature rate and recommended a notation in the labeling on the high rate of lead 

dislodgement. I3r. Simmons also stated that this is a device for atria1 ~brillati~n~ not atria1 flutter 

and shauld not be described as a treatment for that group. He stressed highlighting the Waring 

that patients receiving AV nodal ablation should have the atria1 ATP and atria1 high frequency 

urst therapies disabled. 

Other panel comments included the need for patients to be un an ~ti~~agulati~n 

treatment regimen that should be specified in the labeling. While some ~~rnrn~nted an the 

positive effect on quality of life for a select group of patients, others expressed si~i~~ant safety 

~~~~erns and noted the discouraging finding that antintachya~h~hmia pacing does not prevent 

atria1 ~bri~lati~n. It was reiterated that the warning that patients receiving an AV nodal ablation 

after implant should have the atria1 ATP and atria1 high frequency urst therapies disabled shouXd 

ut in bold and noted on parts of the device. Other concerns involved patient di&xIty in 



understanding the device and the need to make the device workable for the be~~ng~irn~a~red OF 

less educated p~~u~ati~ns, Concerns were expressed on the lead dislodgement rate. ~lar~~~at~~n 

was requested 5x1 the d~~nit~~n of chronic atria1 fibriflation versus persistent or incessant atrial 

~bril~ati~~. One member noted that this is a very complex device with an exciting potential but 

that the data would be read in a number af ways. There was discussion on how to tease out the 

an with a randomized controlled trial powered fur safe@ The ~~ns~rn~r 

~e~r~s~ntative recommended making the patient labeling as simple as possible and making one- 

The panel recommended 1 e fing guidelines to indicate that a course of ~tic~agu~ati~n 

should be followed according to medical standards- Labeling should indicate that the device 

should be deactivated if stroke or transient ischemic attack occurs. There should be 

p~stmarket surveillance for occurrence of stroke iB a matched cohort. Patient education 

materials should instruct the patient ta notify their doctor if a stroke occurs. 

2) Given this choice of ~u~~~u~~~ do he ~~~~i~~~ result;sl of the Jewel AE O&y study 

de~~~~~~~~~ devke sq%ely fur the intended pattent ~~~~~~~~u~? 



The panel concluded that the results do not demonstrate danger or safety in any global 

comparison to populations ather than ventricular de~br~~l~t~~n patients. The ultimate issue 

was a comparison to population with atria1 ~br~~la~~on. fn the absence of an appropriate set of 

controls, the panel deemed an informed judgment of safety to be impossible. An analysis of 

risk af death related to ejection fraction and other variables was requested. 

3) Based on the ~~~~tive~~ss remt’ts, please d&xss whether you believe the ~~t~~tia~ b~~~~ts 

qf atonal ta~~ya~~h~th~~a ter~~~at~~~ a~d~~~v~~t~~~ t~~~a~~~s ~~~e~gh the risks of 

implanting the Jewel AF in the ~~te~d~d~at~~~t population. 

The panel thought the effectiveness results presented showed the potential benefits outweigh 

the risks and that reasonable safety was demonstrated, but stressed that the warning about use 

of ATP in ant~n~da~-ablation should be highlighted on everything built into the programmer. 

4) Do you have any ~u~~en~s or c~neerns ~~g~~d~ng the ~~~~~~a~ @se and ~abe~~~g sf the 

Mudel9465? 

The panel thought the device was not se~f~~x~lanat~~ and should be rec~n~gured for device 

simplicity, patient ergonomics, and user friendliness. The consumer Representative stressed 

the need for one-on-one skill training and for repeat training as often as necessary. 

5) Please dismiss whether you be&w that the ~ot~~t~al beneJts ~~~~~~a~t~~g the Jewel AF 

in ~at~~~ts with atrial ta~hya~rhyt~~~as outweigh the possible risks ass~~~at~d with the 

~~~~a~tati~~ and therapies ofthe device. 



The panel thought this question less im~~~ant in light of other c~nsid~rat~~ns brought up in 

the discussion. Effectiveness was addressed in terms ctf terminating atria1 ~br~llat~on. 

6a) Ptease comment on w~~th~~y~~ believe the Jewel AFprovides advocate AFpr~v~~t~~~ 

actor t~~at~e~t therapy for patients haviqg an ab~at~u~ and whether the th~r~~~~s 

pa~t~~~~a~~yju~ atrial shock may be poorly tukeruted in some patients. 

The pztnel thought the device provides adequate treatment therapy in terms if terminating AF, 

although its effects in terms of prevention pacing were not significantly beneficial. They 

thought the therapies were tolerated well enough. 

6b) Please discuss how clinical ~~j~~~at~~~ on potential ~~t~~ti~~ to treat ja~~~~es soused be 

p~~se~t~d in the Jewel AS3 i~str~ct~~~s for tise in ~abe~~~~. 

This infurmatio on the intent-to-treat patients should be clearly stated in the clinical. section 

of the labeling to show patients and clinicians why the procedure might not work out for 

prospective patients. 

7) grease ~~~v~d~ your clinical’ i~p~~ss~~~ ojthe proposed ~~d~~at~Q~s for tise and c~~~e~ts 

QB w~~th~~ they are c~~~~~a~ly a~p~~~~iat~j~~ the ~~d~~at~d ~~p~~at~~~. 

After a brief discussion on the wording involving drug-refractory ~bri~lati~~, the panel 

revised the indications for use as follows: 

The Jewel AF system is intended to provide pacing, ~ard~~v~rsi~n and de~bril~ati~n and 

should be limited to patients with symptomatie, d~g~refraet~~ atrial ~br~llat~~n and/or 

life t~eate~i~g ventricular ta~hyarrh~~ias. 
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There were no requests to address the panei. 

Chsing Sponsor Comments 

The sponsors thanked the panel for their comments on the labeling. 

Clasing FDA Commentx 

There were no closing remarks from the FDA representatives. 

Executive Secretary Megan M~yna~an read the voting options and inst~ct~ons. 

A motion was made and seconded to recommend the PMA as provable subject to the 

following conditions: 

A warning should be added to the labeling about the need for an anti~oagulation protocol 

consistent with current medical guidelines. 

A more specific warning about the lack of backup during AV nodal ablation should be 

added to the labeling. 

A statement should be added to indicate that no s~gn~~~ant added benefit of pacing 

algorithms was demonstrated. 

The sign~~cant amount of lead dislodgement during triafs should be noted. 

ferences to atria]. ~Ghya~h~~ias should be changed to atria1 ~bril~at~o~. 

should be stratified if possible un underlying conditions and their 

relationship to deaths, strokes, and VT/VT;. 
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W~nings should be added on the ante-ta~hyarrh~~ia pacing and the lack of brady 

backup. 

Patient education on device use shouXd be expanded and one-on-one training on 

activation should be instituted. 

A warning should be added un device deactivation during TfA or CVA to prevent shocks 

in temporal conjunction to neurological events. 

There should be postmarket surveillance on results when an ant~~oagulation protocol is 

followed in a postmarket cohurt of 1 OO- 150 patients, on the high lead ~ornpl~~at~on rate 

and whether certain lead con~guratiuns have a higher chance of dislodgement, on risks of 

VTNF, death and stroke and whether there is a proven berzefit to decreasing ~bril~atio~ 

thresholds. 

The motion to recommend the PNA as ap~rovab~e subject to the above conditions was 

passed unanimously. 

Acting Pane’f Chairperson Dr. Tracy adjourned the meeting at 2:05 p.m. 
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I certi@ that I attended the Open Session of the Circulatory Systems Devices Panel Meetirrg 

on December 4-5,2UOO, and that this summary accurately reflects what transpired. 

I approve the minutes of this meeting as retarded in this s~rna~. 

Acting ~hai~er~on 

Executive ~umrna~ prepared by 

Aileen SM. Moodie 

Silver Spring, MD 20910 
301-587-9722 


